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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136 (a). In no event, however, may a reply be timely filed after SIX (6) MONTHS from the 
mailing date of this communication. 

• rf the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

• Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even rf timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 ) fxl Responsive to communication(s) filed on Apr 4, 2003 

2a) □ This action is FINAL. 2b) |x| This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11; 453 O.G. 213. 

Disposition of Claims 

4) lxl Claim(s) 1-24 is/are pending in the application. 



4a) Of the above, claim(s) 16-24 
5)D Claim(s) 



6) El Claim(s) 1-15 

7) D Claim(s) 

8) D Claims 



is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction and/or election requirement. 



Application Papers 
9)D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are a) □ accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

1 1) D The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner, 

If approved, corrected drawings are required in reply to this Office action. 

1 2) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) D Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some* c)D None of: 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 



3. □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
a)D The translation of the foreign language provisional application has been received. 

15) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121. 

Attachment! s) 

1 I Ixl Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). 

21 □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) Q Notice of Informal Patent Application (PTO-1 52) 

31 (xl Information Disclosure Statement(s) (PTO-1 449) Paper No(s). 3 6) □ Other: 
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DETAILED ACTION 

Election/Restriction 
Applicant's election without traverse of Group I, Claims 1-15, in Paper No. 5 is 
acknowledged. 

Claim Rejections - 35 USC § 112 
1 . The following is a quotation of the second paragraph of 35 U.S. C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the subject 
matter which the applicant regards as his invention. 

Claims 3, 6, 8, 9, 1 1 and 14 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The term "substantially" in claims 3, 6 and 1 1 is a relative term which renders the claim 
indefinite. The term "substantially" is not defined by the claim, the specification does not provide 
a standard for ascertaining the requisite degree, and one of ordinary skill in the art would not be 
reasonably apprised of the scope of the invention. 

With regard to Claim 8, line 2, there is an apparent typographical error. Applicant may 
overcome the rejection by replacing the capital "Z" in "Zinc" with a lower case g. 



Application/Control Number: 10/091,61 1 
Art Unit: 1654 



Page 3 



Although not rising to the level of uncertainty, Claim 9, line 3 recites the term "LU.", 
while the other remaining claims recite only U ILP\ It is suggested that "LU." be replaced with 
"ILT to provide consistency in the recitation of the claim language. 

Claim Rejections - 35 USC § 103 
2. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-4 and 6-7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Rowland (A) and Hastings (B). 

Applicant claims a nutritional supplement for administration to humans, the supplement 
comprising: vitamin A; vitamin C; vitamin D; a bioflavonoid; and zinc monomethionine. 
Applicant further claims the nutritional supplement of claim 1, wherein the bioflavonoid is lemon 
bioflavonoid. Applicant further claims the nutritional supplement of claim 1, wherein vitamin A is 
in the form of natural fish liver oil and substantially excludes beta-carotene. Applicant further 
claims the nutritional supplement of claim 1, wherein the vitamin D is in the form of natural fish 
liver oil. Applicant further claims the nutritional supplement of claim 1, wherein the nutritional 
supplement is substantially free of yeast, wheat gluten, milk or dairy additives, corn, sodium, 
sugar, starch, artificial coloring, preservatives or flavoring. Applicant further claims the 
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nutritional supplement of claim 1 5 further including a pharmaceutically acceptable agent or carrier 
selected from the group consisting of soybean oil, gelatine, malodextrin, glycerin, cellulose, 
magnesium stearate, water, silicon dioxide, ethylcellulose, and combinations thereof. 

Rowland teaches a nutritional supplement for administration to humans comprising: 4,167 
I.U. of vitamin A (fish liver oil); 200 mg of vitamin C; 167 LU. of vitamin D (fish liver oil); 20 mg 
of lemon bioflavonoids; and 3 mg of zinc (gluconate), in Table 4 (see Column 1 1). Rowland 
teaches that the vitamin composition can be combined with a composition comprising Shilajit or 
an extract thereof to be administered to humans to restore energetic balance or intensity, or to 
enhance a bioenergetic field in a mammal. In Column 5, lines 10-19, Rowland teaches that 
additional ingredients, e.g., bioflavonoids, herbs, cellulose, and magnesium stearate can be added 
to enhance the referenced composition. Hastings teaches a multi-electrolyte composition with 
nutrients comprising carbohydrates (i.e., fructose and malodextrin); 2-15 mg of zinc 
monomethionine, and 60 mg of vitamin C for administration to humans, in Column 1, lines 31-67. 
The composition taught by Hastings provides electrolytes, nutrients and energy lost during 
physical exertion, or those lacking vital nutrients. The Hastings' composition may further include 
soybean oil (see Column 3, lines 8-10). 

The teachings of Rowland and Hastings are set forth above. Rowland does not teach a 
nutritional supplement comprising zinc monomethionine and Hastings does not teach a nutritional 
supplement comprising vitamin A, vitamin D, and a bioflavonoid. However, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to combine the 
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nutritional supplement taught by Rowland with the nutritional supplement taught by Hastings to 
provide the instantly claimed invention because both Rowland and Hastings teach that the 
ingredients comprising their nutritional supplements restore energy and provide beneficial health 
effects when administered to humans. At the time the invention was made, one of ordinary skill in 
the art would have been motivated and one would have had a reasonable of success to add the 
composition taught by Rowland to the composition taught by Hastings because Rowland teaches, 
in Column 5, lines 31-39, that his composition restores energy balance or enhances a bioenergic 
field in a mammal and is useful in the treatment of various disease conditions; and Hastings 
teaches, in Column 2, lines 17-26, that zinc in the form of zinc monomethionine provides better 
retention and utilization of zinc than other simple zinc compounds and provides a synergistic 
formula that is important for providing proper immune system function. Moreover, it would have 
been obvious to one of ordinary skill in the art at the time the claimed invention was made to 
combine the instant ingredients for their known benefit since each is well known in the art for their 
claimed purpose and for the following reasons. This rejection is based on the well established 
proposition of patent law that no invention resides in combining old ingredients of known 
properties where the results obtained thereby are no more than the additive effect of the 
ingredients, In re Sussman, 1943 CD. 518. Applicants invention is predicated on an unexpected 
result, which typically involves synergism, an unpredictable phenomenon, highly dependent upon 
specific proportions and/or amounts of particular ingredients. Any mixture of the components 
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embraced by the claims which does not exhibit an unexpected result (e.g., synergism) is therefore 
ipso facto unpatentable. 

With regard to Claim 6 wherein Applicant claims that the nutritional supplement is 
substantially free of yeast, wheat gluten, milk or dairy additives, corn, sodium, sugar, starch, 
artificial coloring, preservatives or flavoring, it would have been merely a matter of judicious 
selection to pick and choose which additives to exclude from the composition taught by the 
combined teachings of Rowland and Hastings to provide the claimed invention since the 
ingredients are not taught as essential ingredients in the making of the referenced compositions. 
At the time the invention was made, it would have been obvious to one of ordinary skill in the art 
and one of ordinary skill in the art would have been motivated and one would have had a 
reasonable expectation to substantially exclude the ingredients recited in the Markush group of 
Claim 6 because Rowland teaches nutritional vitamin supplements containing no sugar, no starch, 
no colorings, no flavorings, no preservatives, no milk, no wheat, no corn, no gluten, no soy, and 
no yeast; and, Hastings teaches nutritional supplements substantially free of the claim-designated 
ingredients. Thus, the exclusion of the ingredients recited in the Markush of Claim 6 in the 
making of a nutritional supplement to provide the instantly claimed composition would have been 
merely a matter of design choice for the artisan to determine; and, thus, it would have been 
routinely optimized by one of ordinary skill in the art practicing the invention disclosed by the 
references, as a whole. 
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From the teachings of the references, it is apparent that one of ordinary skill in the art 
would have had a reasonable expectation of success in producing the claimed invention. 
Therefore, the invention as a whole was prima facie obvious to one of ordinary skill in the art at 
the time the invention was made, as evidenced by the references, especially in the absence of 
evidence to the contrary. 

Claims 1-7 are rejected under 35 U.S.C. 103(a) as being unpatentable over Rowland (A) 
and Hastings (B) in view of Kharazmi et al. (C). 

Applicant's claimed invention of Claims 1-4 and 6-8 was set forth above. Applicant 
further claims the nutritional supplement of claim 1, further including about 10 mg of rose hips. 

The combined teachings of Rowland and Hastings are set forth above. The nutritional 
supplement taught by the combined teachings of Rowland and Hastings teach the claimed 
invention except for further including about 10 mg of rose hips. However, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to add rose hips to 
the nutritional supplement taught by the combined teachings of Rowland and Hastings to provide 
the instantly claimed composition because Kharazmi teaches a formulation having a rose hip 
concentrate having a high vitamin content relative to conventionally dried material for 
administration to humans, in Column 2, lines 33-42. See also Table 1 in Column 4. In Column 4, 
lines 13-16, Kharazmi teaches preferred dosage amounts for the administration of the referenced 
rose hips composition. At the time the invention was made, one of ordinary skill in the art would 
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have been motivated and one would have had a reasonable expectation of success to add the rose 
hips taught by Kharazmi to the nutritional supplement taught by the combined teachings of 
Rowland and Hastings to provide the claimed invention because Kharazmi teaches a rose hip 
concentrate comprising a high content of vitamin B, E, an C, with about 560 mg of vitamin C per 
100 g powder (see Column 3, lines 32-34) and having beneficial health effects. 

Accordingly, the claimed invention was prima facie obvious to one of ordinary skill in the 
art at the time the invention was made, especially in the absence of evidence to the contrary. 

Claims 1, 8-12, 14 and 15 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Lockett (D) and Hastings (B). 

Applicant's claimed invention of Claim 1 was set forth above. Applicant further claims the 
nutritional supplement of claim 1, wherein each supplement component comprises: zinc 
monomethionine 10 mg to about 150 mg; vitamin A 5,000 IU to about 60,000 IU; vitamin D 400 
IU to about 1,600 IU; vitamin C 50 mg to about 10,000 mg; and bioflavonoid 1 mg to about 1000 
mg. Applicant further claims the nutritional supplement of claim 8, wherein the supplement 
comprises about 30,000 I.U. about 30,000 I.U. of vitamin A; about 2000 mg of vitamin C; about 
1,200 IU of vitamin D 5 about 500 mg of bioflavonoid; and, about 30 mg of zinc monomethionine. 
Applicant further claim the nutritional supplement of claim 8, wherein the bioflavonoid is lemon 
bioflavonoid. Applicant further claims the nutritional supplement of claim 8, wherein the vitamin 
A is in the form of natural fish liver oil and substantially excludes betacarotene; vitamin D is in the 
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form of natural fish liver oil. Applicant further claims the nutritional supplement of claim 8, 
further including a pharmaceutical^ acceptable agent or carrier selected from the group consisting 
of soybean oil, gelatine, malodextrin, glycerin, cellulose, magnesium stearate, water, silicon 
dioxide, ethylcellulose, and combinations thereof. Applicant further claims the nutritional 
supplement of claim 8, further including a pharmaceutical^ acceptable agent or carrier selected 
from the group consisting of soybean oil, gelatine, malodextrin, glycerin, cellulose, magnesium 
stearate, water, silicon dioxide, ethylcellulose, and combinations thereof. 

Lockett teaches a nutritional supplement comprising 8,250-250,000 I.U. of vitamin A, 25- 
1000 mg of vitamin C, and 100-4000 I.U. of vitamin D, 1.25-50 mg of hesperidin (a lemon 
bioflavonoid, 5-100 mg of zinc, 8.25-250 mg of rutin (a bioflavonoid), and 8.25-250 mg of citrus 
bioflavonoid complex. In Column 2, lines 39-52, Lockett teaches that the referenced formulations 
are useful for a controlled intake of vitamin, mineral and micronutrients that reduce the incidence 
and severity of sickle cell crises in patients. Hastings teaches a multi-electrolyte composition with 
nutrients comprising carbohydrates (i.e., fructose and malodextrin); 2-15 mg of zinc 
monomethionine, and 60 mg of vitamin C for administration to humans, in Column 1, lines 31-67. 
The composition taught by Hastings provides electrolytes, nutrients and energy lost during 
physical exertion, or those lacking vital nutrients. The Hastings 5 composition may further include 
soybean oil (see Column 3, lines 8-10). 

Lockett does not teach a nutritional supplement comprising zinc monomethionine and 
Hastings does not teach a nutritional supplement comprising vitamin A, vitamin D, and a 
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bioflavonoid. However, it would have been obvious to one of ordinary skill in the art at the time 
the invention was made to combine the nutritional supplement taught by Lockett to the nutritional 
supplement taught by Lockett to provide the claimed invention because Lockett teaches vitamins 
and bioflavonoids, which treat sickle cell anemia and enhance biosynthesis of platelet 
concentration; and Hastings teaches electrolytes, nutrients and energy lost during physical 
exertion, or those lacking vital nutrients, and, in Column 2, lines 17-26, Hastings teaches that zinc 
in the form of zinc monomethionine provides better retention and utilization of zinc than other 
simple zinc compounds and provides a synergistic formula that is important for providing proper 
immune system function. Moreover, it would have been obvious to one of ordinary skill in the art 
at the time the claimed invention was made to combine the instant ingredients for their known 
benefit since each is well known in the art for their claimed purpose and for the following reasons. 
This rejection is based on the well established proposition of patent law that no invention resides 
in combining old ingredients of known properties where the results obtained thereby are no more 
than the additive effect of the ingredients, In re Sussman, 1943 CD. 518. Applicants invention is 
predicated on an unexpected result, which typically involves synergism, an unpredictable 
phenomenon, highly dependent upon specific proportions and/or amounts of particular 
ingredients. Any mixture of the components embraced by the claims which does not exhibit an 
unexpected result (e.g., synergism) is therefore ipso facto unpatentable. 

With regard to Claims 1 1 and 12, wherein Applicant claims that the vitamin A is in the 
form of natural fish liver oil and substantially excludes betacarotene and that the vitamin D is in 
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the form of natural fish liver oil and with regard to Claim 14 wherein Applicant claims that the 
nutritional supplement is substantially free of yeast, wheat gluten, milk or dairy additives, corn, 
sodium, sugar, starch, artificial coloring, preservatives or flavoring, it would have been merely a 
matter of judicious selection to pick and choose which form of either the vitamin A or vitamin D 
to include in the making of a nutritional supplement, as well as, to pick and choose which 
ingredients to exclude in the making of a nutritional supplement, especially in the making of 
compositions which are commercially viable commodities in the "natural health or organic health" 
nutritional supplement industry. As it is well known in the art that fish liver oil is a rich source in 
natural vitamin A and natural vitamin D, and as such functional equivalents for other forms of 
vitamin A and vitamin D, it would have been well in the purview of one of ordinary skill in the art 
to substitute one for the other in the making of the claimed nutritional supplement. Thus, at the 
time the invention was made, it would have been obvious to one of ordinary skill in the art and 
one would have been motivated and one would have had a reasonable expectation of success to 
replace the vitamins A and vitamin D comprising the composition taught by Lockett with a natural 
fish liver oil comprising vitamin A substantially and vitamin D, especially in the 
commercialization of a nutritional supplement which is marketed as a "natural health or organic 
health" nutritional supplement industry. At the time the invention was made, it also would have 
been obvious to one of ordinary skill in the art and one of ordinary skill in the art would have been 
motivated and one would have had a reasonable expectation to substantially exclude the 
ingredients recited in the Markush group of Claim 14 because Hastings teaches nutritional 
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supplements substantially free of the claim-designated ingredients; and, nutritional supplements 
excluding the claim-designated ingredients are commercially viable products in the "natural health 
or organic health" nutritional supplement industry. Thus, the exclusion of the ingredients recited 
in the Markush of Claim 14 in the making of a nutritional supplement to provide the instantly 
claimed composition would have been merely a matter of design choice for the artisan to 
determine; and, thus, it would have been routinely optimized by one of ordinary skill in the art 
practicing the invention disclosed by the references, as a whole. 

From the teachings of the references, it is apparent that one of ordinary skill in the art 
would have had a reasonable expectation of success in producing the claimed invention. 
Therefore, the invention as a whole was prima facie obvious to one of ordinary skill in the art at 
the time the invention was made, as evidenced by the references, especially in the absence of 
evidence to the contrary. 

Claims 1 and 8-15 are rejected under 35 U.S.C. 103(a) as being unpatentable over Lockett 
(D) and Hastings (B) in view of in view of Kharazmi et al. (C). 

Applicant's claimed invention of Claims 1, 8, 10-12, 14 and 15 was set forth above. 
Applicant further claims the nutritional supplement of claim 8, additionally containing about 10 
mg of rose hips. 

The combined teachings of Lockett and Hastings are set forth above. Lockett and 
Hastings teach the claimed invention except for wherein the nutritional supplement additional 
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contains about 10 mg of rose hips. However, it would have been obvious to one of ordinary skill 
in the art at the time the invention was made to add rose hips to the nutritional composition taught 
by the combined teachings of Lockett and Hastings to provide the instantly claimed invention 
because Kharazmi teaches a formulation having a rose hip concentrate having a high vitamin 
content relative to conventionally dried material for administration to humans, in Column 2, lines 
33-42. See also Table 1 in Column 4. In Column 4, lines 13-16, Kharazmi teaches preferred 
dosage amounts for the administration of the referenced rose hips composition. At the time the 
invention was made, one of ordinary skill in the art would have been motivated and one would 
have had a reasonable expectation of success to add the rose hips taught by Kharazmi to the 
nutritional supplement taught by the combined teachings of Lockett and Hastings to provide the 
claimed invention because Kharazmi teaches a rose hip concentrate comprising a high content of 
vitamin B, E, an C, with about 560 mg of vitamin C per 100 g powder {see Column 3, lines 32- 
34) and having beneficial health effects. 

As each of the references indicate that the various proportions and amounts of the 
ingredients used in the claimed composition or the claimed composition/pharmaceutical 
combinations are result variables, they would have been routinely optimized by one of ordinary 
skill in the art in practicing the invention disclosed by each of the references. 

Accordingly, the claimed invention was prima facie obvious to one of ordinary skill in the 
art at the time the invention was made, especially in the absence of evidence to the contrary. 
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Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Michele Flood whose telephone number is (703) 308-9432. The examiner 
can normally be reached on Monday through Friday from 7: 15 am to 3:45 pm. Any inquiry of a 
general nature or relating to the status of this application should be directed to the Group 1600 
receptionist whose telephone number is (703) 308-0196 or the Supervisory Patent Examiner, 
Brenda Brumback whose telephone number is (703) 306-3220. 



MCF 




June 13, 2003 



MICHELE FLOOD 
PATENT EXAMINER 



